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Chapter ATCP 77

LABORATORY CERTIFICATION

Subchapterl — General Requirements Subchapter Il — Milk and Food Laboratories

ATCP 77.01 Definitions. ATCP 77.20 Milk and food laboratories; procedures.

ATCP 77.02 Laboratory tests to protect public health. ATCP 77.22  Milk and food laboratories; certified analysts.
ATCP 77.03 Laboratory certification; general. ATCP 77.23  Drug residues in milk; screening tests.

ATCP 77.04  Applying for certification. ATCP 77.24  Milk and food analysts; proficiency evaluation.

ATCP 77.06 Certification fees.

ATCP 77.08 Granting and withdrawing certification.
ATCP 77.10 Laboratory facilities.

ATCP 77.12  Laboratory administrator

ATCP 77.14  Inspecting a laboratory

ATCP 77.16  Laboratory records.

Subchapter Il — Water Laboratories

ATCP 77.30 Water laboratories; procedures.

ATCP 77.32 Water laboratory analysts.

ATCP 77.34  Water laboratories; proficiency evaluation.

Note: Chapter ACP 77 as iexisted on September 30, 1999, was repealed and a (17) “Visual read test” means a drug residue screening test
newchapter ACP 77was createdzegistey Septemberl 999, No. 525ef. 10-1-99.  performedby an individual whanterprets the result without the
aid of a mechanical reader

Subchapterl — General Requwements History: Cr. Register Septemberl999, No. 525eff. 10-1-99; emay. cr (4m)
and(17), ef. 11-15-01;,CR 01-124cr. (4m) and (17Register December 2002 No.
o ) 564, eff. 1-1-03;CR 07-006am. (4m)Register January 2008 No. 62%. 2-1-08.
ATCP 77.01 Definitions. In this chapter:

(1) “Analyst” means an individual who performs a test under ATCP 77.02 Laboratory tests to protect public
s.ATCP 77.02 health. For purposes of 83.12 Stats., the department declares
(2) “Certified analyst’ meanan analyst that is certified by thethatthe following milk, food, watemwastewater and recreational

departmento perform tests under ATCP 77.02 (1pr (2). watertests are necessary to protect public health:

(3) “Certified laboratory” means a laboratory at which arbro(ézjclz/s“'m Any of the following tests related to milk and dairy

operatoris certified to perform tests underAS.CP 77.02

(4) “Department’means the state ofi¥¢onsin department of
agriculture trade and consumer protection.

(4m) “Drug residue screening test” means any test under s. o .
ATCP 77.02 (1) (fto (1) (t) or (1) (zd) other than a confirmatory  (d) Petrifilm Aerobic Count
test,that a person uses to comply with drug residue testing require (¢) BactoScan FC
mentsunder sATCP 60.19 () Charm BSDA

(5) “FDA” means the United States department of health and(9) Charm Il Competitive
human services, public health service, food and drug administra (h) Charm Il Sequential

(a) Standard plate count
(b) Plate loop count (raw milk only)
(c) Spiral Plate Count (raw milk only)

tion. (i) Charm Il Quantitative
(6) “Food” has the meaning given in%7.01 (6) Stats. () Charm Il Cloxacillin
(7) “Food safetyadministrator” means the administrator of (k) Charm Il Sulfa
the departmens division of food safety (L) Charm Il Chloramphenicol
(8) “Individual” means a natural person. (m) Charm Il Btracycline
(9) “Laboratory” means a facility at whichn operator per (n) Charm SL (Safe Level)
formstests. (0) Charm SL6
(10) “Laboratory administrator” means an individual who  (p) Delvotest P
supervises laboratory under &TCP 77.12 (q) Delvostest P 5 Pack

(11) “Milk” means the lactealecretion of cows, sheep or (1) penzyme Milk
goats,and includes dairy products made from milk. (s) Penzyme Ill

(12) “Operator’means a person who owns or controls a-labo S BL
r (t Snap

atory.

(13) “Person’means aindividual, corporation, partnership,
cooperative association, limited liability compatryst, or other
organizationor entity “Person” includes counties, municipali
ties, the state of Wlgconsin and agencies of the state. )

(14) “Public health standard” means a federal, statcal ) Cohform Plate .Count .
statute fule or ordinance which specifies a standardhe safety ~ (¥) Pasteurized Milk Containers
or wholesomeness of milk, water food for human consumption.  (z) Disintegration &st

(15) “Public water system laboratory” means a laboratory that (z&) Flat Lid or Pour Contaces$ts
testswater for a public water system as defined iINR.108.02 (zb) Phosphatasee3t-Fluorophos

(u) Direct Microscopic Somatic Cell Count

(v) Electric Somatic Cell Count

(w) Petriflm Coliform Count/High Sensitivity Coliform
Count

(12). (zc) Phosphatasee3t-Charm
(16) “Test” means a laboratory examination of milk, water or (zd) Tests performed to comply with cATCP 60or 80, other
food. thanmilk component tests which are not related to public health.
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(2) Foobp. Any of the following tests related to food: certifiedthat laboratory operator under this section to perform that test as a cenfirma

(a) Standard plate count tory test. See also ATCP 60.22 (1)
P ' (3) CerTIFICATE DISPLAYED. An operator shall displayt a

(b) Plate loop count. prominentlocation in eacleertified laboratorythe current certifi
(c) Petrifilm aerobic count. cationissued for that laboratory under s(b).
(d) Coliform plate count. (4) ExempTIiONS. Subsectiorfl) does not apply to any of the
(e) Petrifilm coliform count. following:
(f) Other tests under cATCP 75to detect pathogens in food. (a) The United States government.
(3) WATER, WASTEWATER OR RECREATIONAL WATER. Any of the (b) Milk testing by the department.
following tests related to watewastewater or recreationahter: (c) An educational institution that operates a laboratory solely
(a) LTB or P-A broth, followed by BGLB and either EC orfor teaching oracademic research purposes, and does not test
EC-MUG milk, water or food for human consumption.
(b) A-1 broth (fecal coliform, SWTR only) (d) A person who operates a laboratory solely to conduct qual
(c) Colilert or Colilert 18 ity control tests on foodr water sold by that person, provided that
(d) Colisure thetests are not required by statute, rule or ordinance.
History: Cr. Register Septemberl999, No. 525ef. 10-1-99; emay. renum. (2)
(e) Readycult or Fluorocult LMX (c) to be(2) (b), cr(2) (c), ef. 11-15-01,CR 01-124renum. (2) (c) to be (Ap),
* . cr. (2) (c)Register Decembe?002 No. 564eff. 1-1-03;CR 07-003r. and recr(1)
(f) E*Colite and(2) (c),Register January 2008 No. 625. 2-1-08.
(g) Colitag
(h) M—Endo or LES Endo, followedy BGLB and either EC, = ATCP 77.04 Applying for certification. (1) INITIAL
EC-MUG,or NA-MUG APPLICATION. An operator shall apply for initial certification under
(i) MI Medium S.ATCP 77.03n a form provided bihe department. The opera
() Coliscan tor shall submit a separate application for each laboratéry

applicationshall include all of the following:

(k) m-ColiBlue24 (a) The operatds correct legal name and address, and any

(L) Chromocult _ tradenames used bihe operator The application shall indicate
(m) mFC agar (fecal coliform, SWTR only) whetherthe operator is an individual, corporation, partnership,
(n) PCA cooperativeassociation, limited liability companirust, or other
(0) SimPlate organizationor entity
(p) M-TEC (fecal coliform) (b) The name, address and telephone number of the laboratory
(q) Other tests under cNR 8090r812to detect microbiologi (c) The name of th&boratory administrator under STCP

cal contamination in drinking water 77.12
History: Cr. Register September1999, No. 525eff. 10-1-99;CR 07-006am. (d) The tests under ATCP 77.0Zor which the operator seeks

(intro.), r. and recr(1) and(3), Register January 2008, No. 62§. 2-1-08; renum  certification
beringof (1) (aa) to (dd) to be (1) (za) to (zd) made und&B22 (4) (b) 1.Stats., :
Register January 2008 No. 625

(e) Documentation that the laboratory is qualified to perform
eachtest which the operator identifies under. fdx Documenta

ATCP 77.03 Laboratory certification; general. tion shall include all of the following:
(1) ANNUAL CERTIFICATION REQUIRED. (&) Except as provided in 1. Proof that the laboratory has all of tguipmenneeded
par.(b), no person may perform any I_aboratory test listed u_nden@.perform each test.
A_TtﬁP 71;‘02#) O:ﬁ_f;rm'(;‘e (\j/vhethe_r ”:j'”‘* fé)cmff V\(/jaterl comglltesl 2. Written test procedures used fach test, or an identifica
with public healthstandards required unaer reaeral or staté 1ajy, of the standard test methods used for each test.
unlessthe department annually certifies the laboratory opetator 3. Proof of Wiical profici i h teStoof
performthat test at the laboratory where test is performed. An 3. Proof of analytical proficiency in each testoof may con
annualcertificate expires on December 31 of each.year sistof qualityassurance test results from comparison studies, split

Note: A laboratoryoperator certified under sub. (1) (a) to perform a specified druﬁamples?r prOf'C|enCy tests which meet the prOﬂC'enCy evalua
residuetest may perform both the confirmatory drug residue test for which that opettdn requirements under ATCP 77.24or77.34 The operator of
tor is certified, as well as the corresponding drug residue screening test. a water laboratory shall also provide documentatiequired

(b) An operator may perform a drug residue test as a screenimglers. ATCP 77.32
test under SATCP 77.23at the operatts laboratoryeven though  Note: An operator may obtain application forms and submit applications to the
the operator is not certified under p@) to perform that drug resi deDaftn\;\?nBt the fCIJDNOWIng addr?SAs: ulturerdte and o .

i i isconsin Department of riculturerade an onsumer Protection

due test as a confirmatory test, if the dt_apartment e.mnua”y Division of Fogd SafeLyBure%u of Food Safety and Inspection
approveghe operatoto perform that drug residue screening test | ahoratory Certification Program
at that laboratory An annual certificate of approval expires on PO. Box 891

Decembe31 of each year %ggi)sgg‘,‘_\/v‘llfl?é?os—sgu
(2) SCOPEOF CERTIFICATION. (@) A person who operate®2 () AnnuaL RENEWAL. To renew an annual certification, the

more laboratories shall obtain a separegetification under sub. operatorof a certified laboratory shall fila renewal application
(1) for each laboratory A certification may not be transferredyyith the departmertty December 31 of each yedfhe operator
betweenoperators or Iaboratc?rles.. o shallfile therenewal application on a form provided by the depart
(b) The department shall identifiyn each certification under ment. The renewal application shall include all of the following:
sub.(1), the tests which the operator is certified to perform at that (2) The information required under sut) (a) to (d). The
laboratory. application shall identify any changes since the last annual
(c) An operator approved under siib) (b)to perform arug  renewal.
residue test as a screening test may not perform that test as a COfh) The information required under sih) (e)if the operator
fllrmatory test unless the operator is certifieddo so under sub. 1o estsertification to perform a test whithe department has
@) (@) not yet certified the operator to perform.

Note: The department may approve a laboratory operamafer SATCP 77.23 . .
to perform a drug residue screening test on milk ¢engh the department has not ~ (C) The certification fees required undeASCP 77.06
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Note: The department will send renewal application forms to certified laboratories () Documentation, under ATCP 77.04 (1) (eXhat the oper
approximatelyé weeks before their current annual certifications expire. atoris qualified to perform each additional test under (@ar
_,(3) FALSE INFORMATION. NO person may misrepresent orfal o) The fees required under this section.
snfy any .'nformatlon contained in a certification appllcamrmier Note: An operator may apply under sub. (5) at any time during a licenseapdar
this section. neednot wait until the annual license renewal.
History: Cr. Register September1999, No. 525eff. 10-1-99. History: Cr. Registey Septemberl999, No. 525eff. 10-1-99; am. (1) and (2)
andcr. (1) (a) to (d)Registey December1999, No. 528ef. 1-1-00; emeg. am. (1)
" . (a)to (c), cr (1) (e), rand recr(2), ef. 11-15-01;,CR 01-124am. (1) (a) to (c), cr
ATCP 77.06 Certification fees. (1) FEE AMOUNTS. (1) (e), t and recr(2) Register December 2002 No. 5@f. 1-1-03,CR 05-044cr.

Exceptas provided under suf®) or (3), an operator shall pay the (2) (intro.), am. (4) and (5) (¢egister December 2005 No. 6@ff. 1-1-06,CR
foIIowing certification fees: 07-037 am. (1) (a), (b) and (dRegister April 2008 No. 628eff. 5-1-08

(a) Milk or food tests. An annual certification fee of $410 for ATCP 77.08 Granting and withdrawing certification.
eachtest under sATCP 77.02 (1)or (2) at each laboratory for (1) GRANTING CERTIFICATION. The department shall certify an
which the operator is certified. This fee does not apply to a laksperatorunder sSATCP 77.03f the operator and laboratory cem
ratorythat is approved underATCP 77.23only to conduct drug ply with this chapter The department may conditionally certify
residuescreening tests on milk samples. anoperator pendingction by the operator to correct deficiencies

(b) Certified analysts; milk or food tests. An annual certifica Which the department has identified. The department may sum
tion fee of $30 for eachnalyst who performs one or more test§1arily suspend a conditional certification, without pri@aring,
unders.ATCP 77.02 (1pr(2). This fee doemot apply to an indi if the operator failso correct the deficiencies within the time
vidual approved under &TCP 77.2%only to conduct drugesi ~ Specifiedby the department.
due screening tests on milk samples. (2) DEADLINE FORACTION ON CERTIFICATION REQUEST. Within

(c) Additional analyst certification; milk or food tests. Asup 40 calendar days after the department receivesmplete applica
plementalfee of $150 for each requested certification of one &§@n under SATCP 77.04the department shall do all the follow
moreanalystgo conduct any test undersSTCP 77.02 (1pr(2), 'Ng:
if the certification occurs at any time other than during a manda (a) Inspect the laboratory if an inspectismequired under s.
tory inspectiorunder SATCP 77.14 (1) This fee does not apply ATCP 77.14 (1)
to an individual approved under ATCP 77.23only to conduct (b) Grant the application, grant the application subject te con
drugresidue screening tests on milk samples. ditions, or deny the application.

(d) Water tests. An annual certification fee of $340 for each (3) MILK AND FOOD LABORATORIES; CERTIFIED ANALYSTS. ()
testunder sATCP 77.02 (3¥or which the operator is certified. The department may not certify an operator to perform any test

(e) Drug residuesin milk; screening tests. The fees provided unders.ATCP 77.02 (1pr(2) unless the department has certified
in s. ATCP 77.23 (3)if the laboratory performs druesidue all of the analysts who perform that test at that laboratory
screeningests on milk samples. (4) SUSPENDINGOR REVOKING CERTIFICATION. The department

(2) ParTIAL FEES. An operator ofa milk or food laboratory May suspend or revoke an operasocertification for cause,
laboratoryshall pay the fee as provided in f@). ratory reports with other government agencies. @apartment

(a) If the department certifies an operator of a milk or fooe Iat?lha” comply with applicable requirements under 287, Stats.,

oratory to perforna test for less than a full calendar yéae oper n@gh?;fgsloﬁ (7)and93.12 Stats
atorshall pay a fee of $28 for each full month of certification for ’ i y j .
thattest. This fee does not apply to a laboratory that is authorizzz%%(s) SUMMARY SUSPENSION. The food safety administrator may

. : uea written notice, summarily suspending all or part of an-oper
unders. ATCP 77.23only to conduct drug residue screening tes or’s certification, ifthe food safety administrator finds in the

onmilk samples. » suspensiomotice that the operator has not complied with this
(b) If the department certifies an operator of a water 'aboratQEMapter,that the noncompliance posas imminent threat to the
to perform a test for less than a full calendar yiaroperator shall peajth or safety of thpublic or laboratory workers, and that the
pay a fee of $23 for each full month of certification for that teShoncompliances likely to continuaunless the food safety admin
(3) FEEEXEMPTIONS. A county or municipality thatontracts istrator summarily suspends the operasocertification. The
with the department to licensad inspect retail food establish operatormay contest the summary suspension according to s.
mentsas the departmest'agent under €97.41, Stats., is not ATCP 1.03 (3)
requiredto pay any certification fee. History: Cr. Register Septemberl999, No. 525eff. 10-1-99.
(4) PaYING CERTIFICATIONFEES. (a) If thedepartment has not ATCP 77.10 Laborator i
/ e : . y facilities. (1) ADEQUATE
g:%‘g?gi%%g'g?%%gﬂﬁgggg:gtgf;f%rm w%ri]c):/hotfhtg %;f;t;tgf E%%CILITIES. A certifiet_j_ I_aborato_ry shall have all qf the following:
seekingcertification, the department shall bill the operator under (&) Adequate facilities, equipment and suppt@perform the
this section after the department inspects the laboratory undetestswhich the operator is certified to perform at that laboratory
ATCP 77.14 (1)Xa). The department may not certify the operator (b) At least 5 linear feet of level bench top working spaee
to performany test until the operator pays the required certifanalyst.
cationfee for that test. (c) Atleast 50 foot candles of light on each bench top.
(b) If the operator of a certified laboratory applies for certifica (d) Effective climate controls to maintain progemperature
tion to perform additional tests under s(), or files a renewal andhumidity for testing.
applicationunder sATCP 77.04 (2)the operator shall include  (2) QuUALITY CONTROL AND MAINTENANCE. The operator of a
with that application the fees required under this section. certified laboratory shall do all of the following:
(5) AbbiTioNAL TESTS. The operator o certified laboratory (a) Maintain laboratory facilities, equipmeand supplies in
may, at any time, apply for certification to perform additional testsroperworking condition.
which the department hamt yet certified the operator to perform  (h) Maintain temperature—controlled equipmeimgluding
at that laboratory Theoperatorshall apply on a form provided by incubators,water baths, refrigerators and freezers, so that the
thedepartment.The application shall include all of the following:equipmentunctionseffectively. The operator shall measure and
(a) The additionatests for which the operator seeks certificarecordequipment temperatures at least daily when the equipment
tion. isin use.
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(c) Maintain autoclaves to ensure proper temperature and pres(3) INSPECTIONAUTHORITY. The department magxercisdts
surethroughout the entire sterilization cycle, and kaepcord of authorityunder ss93.08 93.14 93.15 93.16and97.12 Stats.jn

autoclavemaintenance. supportof an inspection under this chaptdihe department may
(d) Calibrate each electronic test instrument as recommendtgpend or revokiie certification of any operator who obstructs
by the instrument manufactureand record the results. or fails to permit an inspection under this section.

; f Note: The departmentonducts its inspections during laboratory business hours.
(e). EF‘SU“? th.at eaoieagent and s_olut[on IS c_Iea_rIy labeled torhe department ordinarily pre—arranges inspection dates and times that are accepta
ShQW|t5 Iden_tlty its tl_ter orconcentration, Its expiration or prepa pie to laboratory operators, but is not required to do so. A person who obstructs or
ration date, instructions foproper storage, and other pertineninterfereswith an inspection may also be subject to penalties @21 (2)or (4)
information. An operator shall store reagents and solutiorf§s:97-12 (4) Stats.

accordingto the manufactures specifications. History: Cr. Register September1999, No. 525eff. 10-1-99.

(f) Ensure that glassware is free of chips, excessive scratche
or cloudiness. Glassware used for measurement, includin
pipettes,graduated cylinders and volumetric flasks, shall hav%E
cleargraduations. (a) The traini . d profici testi f

3) NOTICE OF MATERIAL CHANGES. An operator shall noti a) 'Ne training, Experience anad proficiency testing ot every
the(dt)epartment whenever the operartemodgls laboratory faci? analystwho performs tests for which the laboratory is certified.
ties or installs new equipmerit the remodeling or installation ~ (P) Laboratory evaluations required under this chapter
materiallyaffects the performance dests under ATCP 77.02 (c) Laboratory policies and procedures.

which the operator is certified to perform at that laboratory (d) Laboratory facilities, equipment and supplies, including
History: Cr. Register September1999, No. 525ef. 10-1-99. records related to procurement, calibration, testing and mainte

ATCP 77.12 Laboratory administrator . Thelaboratory nance. . L
administratoror a designated ageot the administrator shall be ~ (€) Quality control procedures and monitoring.
presentat every certified laboratory during daytime business (f) Tests performed at the laboratancluding records related
hours. The laboratory administrator shall do all of the followindo the nature of the test, the person for whom the test is performed,

ATCP 77.16 Laboratory records. (1) Recorbs
QUIRED. An operator shall make complete records related to all
the following:

on behalf of the laboratory operator: theassigned analysts, the test methods used, the date and time of
(1) Supervisethe laboratoryand its compliance with this testing,and the test results obtained.
chapter. (g) Test reports filed with the department and other gevern

(2) Reviewand approve, for submission to the departmerfientagencies.
everycertification application which the operator submits for that Note: For example, see reporting requirements underA¥SP 60 70 andso,
laboratoryunder SATCP 77.04 and chsNR 809and812 o -

() Stpervsaneprocurement and maintenance of aboratoy (2 FECCTONEIEVION St (9) The operelr o
facilities, equipment and supplies, and notify the departroént least 2 Th y tor of ter laborat hall retain all
materialchanges under STCP 77.10 (9 steast 2 years, The operaiorof  water aboratory st retan

(4) Facilitatedepartmeninspections of the laboratonat the b) A tor shall mak Y d ’ der €l ilable
requesbf the department, the administrator shall grant the depagt (2) An operator shall make records under glipavailable to
mentaccesgo laboratory facilities, equipment and records, antie department for inspection and copying upon request.
shallarrange for analysts to demonstrate their tegtioficiency (c) An operator may keep records under ¢lipin hard copy

(5) Notify the departmentf changes in laboratory analystsC! electronic form, or both, provided that the department can
unders.ATCP 77.22 (1Q) obtainready access to the records. .

(6) Notify all laboratory customers if the departmsuspends (d) An operator shall take reasonable security measures-to pre
or revokes all or part of the laboratasycertification. ventrecord loss, damage or tampering. _

(7) Reporttest results to the appropriate regulatory agehcy ~ (3) FALSIFYING RECORDS. No operator may falsify any labera
requiredby law tory records.

(8) Supervisdaboratory recordkeeping unde?g.CP 77.16 ~ History: Cr RegisterSeptemberl999, No. 525ef. 10-1-99.

History: Cr. Registey Septemberl999, No. 525eff. 10-1-99. . .

Subchapter |l — Milk and Food Laboratories

ATCP 77.14 Inspecting a laboratory . (1) MANDATORY

INSPECTIONS. The department shall inspect a laboratorylaif the ATCP 77.20 Milk and food laboratories; procedures.

following times: (1) TesT METHODS. An operator who performs any test listed
~ (a) Before certifying the operator undeAS.CP 77.03for the unders.ATCP 77.02 (1pnd(2) shall perform that test according
first time, to perform tests at that laboratory to methods specified in applicable reference materials under sub.

(b) At least once every 2 years after the department first cef@), or according to methods which tdepartment approves in
fies the operator under ATCP 77.030 perform tests at thitbo  writing.
ratory. (2) ReEFERENCEMATERIALS. (a) General. An operator who
(c) Before the department certifies the operator to perfornparformsany test listed under ATCP 77.02 (1pr(2) shall keep,
testunder sATCP 77.02which the departmeifitas not previously atthe certified laboratoryhe manufacturés complete operating

certified that operator to perform at that laboratory andmaintenance instructions fequipment used to perform that
(2) DISCRETIONARYINSPECTIONS. The department may inspecttest.
a certified laboratory whenever any of the following occurs: (b) Milk tests. An operator who performs any test listed under
(a) The operator materialiiters laboratory facilities or equip S.ATCP 77.02 (1phall keep the following reference materials at
ment. the certified laboratory:
(b) The operator assigns a new analyst to perform a test for 1. The FDA2400 series laboratory evaluation forms for that
which the operator is currently certified. test.

(c) The department concludes that an inspection is necessary2. The “Standard Methods for the Examination of Dairy Prod
to determine whether the operator the operatos laboratory ucts,” 17th edition, publishedyy the American Public Health
complieswith this chapter Association.
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(c) Food tests. An operator who performs any test listed underiencyevaluation under &TCP 77.24the department shall sum
S.ATCP 77.02 (2phall keep all of the following reference materi marily suspend the analysttertification to perform that test.

alsat the certified laboratory: (6) FULL CERTIFICATION. If the department determines under
1. The authoritative reference manual, if atmat applies to sub.(3) that an analyst is competent to perform a test, and the ana
each type of food testing for which the laboratory is certified. lyst also passes a proficiency evaluation unde&if€P 77.24for

2. The “Compendium of Methods for the Microbiologicalthat test, the department shall fully certify that analyst to perform
Examinationof Foods,” 4th edition, published by the Americarihattest.
Public Health Association. (7) ProvisioNAL CERTIFICATION. If a fully certified analyst

3. The FDA “Bacteriological AnalyticaManual,” 8th edi ~ fails a proficiency evaluation underATCP 77.24or any test, the

tion, Revision A, if the operator perfornasmicrobiological test departmenshall issue a notice stating that the analyst is provi
on food. sionally certified to perform that test. If a provisionally certified
Note: Copies of “Standard Methods for the ExaminatioDairy Products” and analystpasses a proficiency evaluation undeXBCP 77.24on
“C%mﬁer&diumf Methodds f'?r The,l\/llicrobioltf)gical Ext;imination é)f FOO%S" atr)e on fgﬂfa new set oproficiency samples, the department shall restore the
with the department and the legislative reference bureau and may be obtaine it i £
the “APHA Bookstore” ahttp://www.apha.org/media/science.htm é‘?‘_i'li‘;llystto ffu.” Certlflcaltlon' Ifa prOV|S|onaI][y Cef.rtl.fled analys::
Copiesof the “Bacteriological Analytical Manual” are on file with the departmen{a' S a proficiency evaluation on a new set of pro Iciency samples,
and the legislative reference bureau and may be viewed onhe thedepartment shall summarily suspend the analgsttification
http://www.cfsan.fda.gov/~ebam/bam-toc.html to perform that test.

(3) CuLTure MEDIA. Culture media used for any test listed (8) RESTORING CERTIFICATION. The de

; al . partment may restore
unders.ATCP 77.02 (1pr(2) shall be dtctively sterilized before e certification of any analyst whosertification is summarily
they are used. Culture media shall be autoclaved for the total cyglenendedinder sub(5) or (7) if the analyst completes a training
time and sterilization time specified by the media manufacturerafogram approved by the department and passes a proficiency
byH;he qpcpllcable fSt m(;th(;ggunderzth;slgelctég.ré. 07006 evaluationunder SATCP 77.24on a new set of proficiency sam
2 (0) 2 and (© 2 i egetor January 5008 No. 628, 2oa-08. o™ ples. The department shall restare analyst to full certification,

evenif the analyst was conditionally certified when certification

ATCP 77.22 Milk and food laboratories; certified was suspended. _
analysts. (1) CERTIFICATIONREQUIRED. (a) Exceptas provided (9) LISTOF CERTIFIEDANALYSTS. Thedepartment shall main
in par (b), no analyst mayerform a test listed under ATCP  tain, for each certified laboratarg list ofanalysts currently cetti

77.02(1) or (2) unless the department certifies that analyst undé@d to perform tests listed underASTCP 77.021) and(2). The
this section to perform that test. list shall identify the tests which each analyst is certified te per

(b) Paragrapka) does not apply to an individual who is solelyor™- _
engagedn performing a drug residue screening test, provided that (10) NOTICE OF CHANGES. (&) An operator shall notify the
the department has approved tiratividual under SATCP 77.23 departmentvithin 30 days after any of the following occurs:

(2) to perform that test. 1. An analyst certified under this section is no longer

(c) The department shall certify the analysts emplagedab employedby the laboratory
oratorywhen it conducts a mandatory inspection of that labora 2. Thereis a change in the name of any analyst certified under
tory under sATCP 77.14 (1) The department may certify newthis section.

analystspr certify analysts to perform other tests, at other times. (p) An operator shall notify the department of afstgfchange
(2) TERM OF CERTIFICATION. An analyss certification to per  within 7 days after that change occurs if, as a result of that change,
form a test remains in fefct until one of the following occurs:  the operator no longer meets applicable certification requirements

(a) The department conducts thext biennial inspection of the unders.ATCP 77.08 (3)

laboratoryunder sATCP 77.14 (1 History: Cr. Registey September1999, No. 525eff. 10-1-99; r (2) (b) and
y @) . renum.(2) (c) to be (2) (b)Register December1999, No. 528ef. 1-1-00; emey.

(b) The department suspends or revokes the arsaystifica  r. and recr(1), ef. 11-15-01,CR 01-124r. and recr(1) Register December 2002
tion. No. 564 eff. 1-1-03.

(3) CoMPETENCYEVALUATION. (@) Before the department cer . o .
tifies an analyst to perform any test listed undé&TCP 77.02 (1) _ ATCP 77.23  Drug residues in milk; screening  tests.

or (2), the department shall observe and evaluateahalysts (1) LABORATORY APPROVED. (@) The departmembay approve a
competencyto perform that test. laboratoryto perform a drug residue test as a screening test, even

. oughthe laboratory is not certified under®S.CP 77.030 per
(b) Whenever the department performs a mandatory insp rm the test as a confirmatory test. An approval expires on

tion of a laboratory under ATCP 77.14 (1)the department shall
performa competency evaluation under.ggaj of everyanalyst Rﬁﬁesmf.?gé %Beéazc rzly)e(%r)An approved laboratory shall comply
who performs a test listed underd.CP 77.02 (Lpr (2). b) ' The depa'lrtment may not approve a laboratory under par
(c) The department shall use an appropriate FDA 2400 serzgf( : .
form or if no FDA 2400 series form applies, another standard fo unless all of the following apply: o
to evaluate armnalysts competency under p&a). If an analyst 1. The department has approved at least one individual under
performsplate loop counts or electronic somatic cell counts, ti§élb-(2) to perform the drug residue screening test at the approved
departmenshall check the analystability to perform the statisti laboratory.
cal comparisons required by those tests. 2. The laboratory has written agreements with one or more
(4) ANNUAL PROFICIENCYEVALUATION. An analyst who per certifiedlaboratories to provide the confirmatory testieguired
formsa test listed under ATCP 77.02 (1pr (2) shall complete unders.ATCP 60.22 (1) (b) 3.
an annualproficiency evaluation for that test if an annual profi (c) The department shall inspextaboratory under pafa)
ciencyevaluation is required underASTCP 77.24 beforeapproving the laboratory to perform a visual read desg
(5) CONDITIONAL CERTIFICATION. If the department determinesdue screening test, and before approving any individual under
undersub.(3) that an analyst is competent to perform a test, bigb-(2) to performa visual read drug residue screening test at that
the analyst has not yet completed a proficiency evaluation undaporatory.
S.ATCP 77.24or that testthe department shall conditionally cer  (2) ANALYSTS APPROVED. (a) No individual may perform a
tify the analyst.If a conditionally certified analyst fails a profi drug residue screening test unless tfepartment approves that
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individual to perform that test at a laboratory approved usdber 1. The evaluatds preparation of proficiency evaluatisam
(2). ples.

(b) Before the department approves an individual under par 2. The analyss examination of proficiency evaluation sam
(a) to perform a visual read testhe department shall perform anples.
on-sitecompetency evaluation under s(d). 3. Deadlinesfor examining proficiency evaluation samples
(c) The departmers’ approval under pafa) expireson andreporting test results.
December31 of each year unless, by that date, the laboratory 4. The evaluatos review and rating dhe individuals profi
operatorattests to the department that ihdividual has success ciency.

fully completed an annual proficiency evaluatiorder sub(5). (d) For adrug residue screening test other than a visual read
(d) The department may suspend or revoke an approval untgsst, a proficiency evaluationnder par(a) shall include 3 sam
par.(a) for cause. ples. To pass the proficiency evaluation, the individual shallinter

(3) APPROVALFEES A laboratory operator shall pay tfhe-  pretall 3 sample results correctly
lowing fees to acquire and maintain a laboratory approval under(e) For a visuatead test, a proficiency evaluation under. par
sub.(1): (a) shall include at least 6 but not more than 20 samplegpa3s

(a) An initial fee of $6lo’ except as provided in_pb)'or(c)_ aproficiency evaluation inVO'Ving 6to 10 s_amples, an individual

(b) An initial fee of $150 if the laboratory tests milk for onlyShallinterpret no more than one sampeult incorrectly To pass
one dairy plant operator and all the following apply: a proficiency evaluation involvinglito 20samples, an individual

. . . shallinterpret no more than 2 sample results incorrectly
1. The dairy plant operator receives only grade B milk.
. ; i (6) FAILED PROFICIENCY EVALUATION; LOSS OF APPROVAL. (&)
2. The dairy plant operator receives milk from not more thap o ‘individual approved to perform a drug residue screening test
5 producers. - _ fails his or her first annual proficiency evaluation relatethtt
3. The dairy plant operator receives not more than 10,000 lasst, the individual is no longer approved to perform that test.
of raw milk per week. (b) If an individual approved to perform a drug residue sereen

(c) Aninitial fee of $60 if the laboratory doest apply for ing test passes his or her first annual proficiency evaluation related
approvalto perform any visual read test. to that test, but subsequently failsc@nsecutive annual prefi

(d) A fee of $30 for each individual, in excess of 3 individualg;jiency evaluations, the individual is no longapproved to per
thatthe department evaluates under gdpat the time of the ini  form that test.
tial laboratory inspection under su#) (c). (c) The department may restoreapproval lost under pgg)

(e) An annual renewal fee of $60 for each annual renewal@f(b) if the individual completes a training program approlgd
the laboratory approval, except thhe renewal fee is $30 if the the department and passes an on-site competewmajuation
laboratoryqualifies under patb). undersub.(4). If the individual subsequently fails his or her first

(f) A fee of $150 for each laboratory visit, other than the initi@Nnualproficiency evaluation related to the drug resieoreen
inspectionunder sub(1) (c), that the department makes for thdNd test, the individual may no longer perform that test. The
purposeof evaluating individuals under su@). This single fee departmenmay again restore trgpproval if the individual again
of $150 coversll of the individual evaluations performed duringn€étsthe restoration requirements under this paragraph.
the departmens visit, regardless of the number of individuals (7) LISTOFAPPROVEDANALYSTS. The department shall main
evaluated. tain, for each laboratory approved under . a list of individu

(4) COMPETENCY EVALUATION.  Before the department alScurrently approvedb perform drug residue screening tests at
approvesan individual to perform a visual read test, trepart thatlaboratory The list shall identify the drug residue screening
mentshall observe and evaluate that individasabmpetency to teststhat each individual is approved to perform.
perform that test. The departmehiall use an appropriate FDA  (8) NOTICE OF STAFFING CHANGES. (&) A laboratory operator

2400 series form to conduct the evaluation. shall notify the department within 30 days after any of the follow
Note: FDA 2400 series forms are on file with tthepartment, the secretary of statelg OCCUIS:
andthe legislative reference bureau. 1. An individual approved under su@) leaves employment

(5) ANNUAL PROFICIENCY EVALUATION. (@) An individual with that laboratory

approvedo performa drug residue screening test shall complete > There is a change in the name of any individual approved
anannual proficiency evaluation. An evaluaamproved by the ngersub.(2).

departmentshall administer thennual proficiency evaluation. b) A laboratory operator shall notify the department within 7

The department may approve the laboratory operator 10 serveyas cosor a stding change if, as a result of thetange, the labora
evaluator.except that an independestaluator shall administer tory has no individuals approved under s@hto perform a drug

annéjtal p;roflc_,]_lﬁncy elvaI;Jatlor?s”foanalty;sr:s perf(I)trmlrf]g V'?Eal rFsidu&screening test that the laboratory is authorized to perform.
readtests. & evaluator shall repor € results or each-pro IHistory: Emeqg. cr ef. 11-15-01,CR 01-124cr. Register December 200&.

ciencyevaluation to the department within 7 days after the evalum4 ef. 1-1-03;CR 07-006r. and recr(1), am. (3) (d) and (fRegister January
tion is completed. 2008 No. 625eff. 2-1-08;CR 07-037 am. (3) (a) and (c) to (eRegister April
. . o 008No. 628 eff. 5-1-08.
(b) Ina proficiency evaluation, the evaluated individual sha

examinethe number of samples required under either(gaor ATCP 77.24 Milk and food analysts; proficiency
(e). The evaluator may prepare the samples used in proficiemsaluation. (1) ANNUAL PROFICIENCY EVALUATION REQUIRED.
evaluationsexcept for samples used in a visual read proficien@&xceptas provided in sul§4), the department may not renew an
test. The contents of the samples shall be known only to the-evadmalyst'scertification to perform any test listed unde®$CP
ator,and not to the evaluated individual. The evaluator shall eval7.02(1) or(2) unless, within the year immediately preceding that
uatethe individuals proficiency by comparing the individusl’ renewalthe analyst passegeoficiency evaluation for that test.
resultsto the known contents of the samples, and shall répmse¢  The proficiency evaluation shall comply with this section.
resultsto the department. (2) FORM OF EVALUATION. In a proficiency evaluation under
(c) A proficiency evaluation undgar (a) shall be conducted sub. (1), an analyst shalexamine samples prepared by an
according to atandardevaluation procedure that the departmerggpprovedevaluator under sulf3). The contents of the samples
approvesn writing. A standard evaluation procedure shall eonrshallbe known only to the evaluatofhe evaluator shall rate the
ply with this subsection and shall include standards for all the falnalyst's proficiency by comparing the analystesults to the
lowing: known contents of the samples, and shall report those results and
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607 AGRICULTURE, TRADE AND CONSUMER PROTECTION ATCP 77.34

ratingsto the department. The reported results and ratings are(@) The manufacturés completeoperating and maintenance
rebuttablypresumed to be valid for purposes GRECP 77.22and instructionsfor equipment used to perform that test.

this section. (b) The U.S. environmental protection agency “Manual for the
(3) APPROVEDEVALUATOR. The department, or another evalu Certification of Laboratories Analyzing Drinkingatér” 5th edi

ator approved by the department in writing, shall serve as a praion.

ciencyevaluator under sul). _ (c) “Standard Methods for the Examination ofatt and

ihote: The department will approve an evaluator under sub. (3) if FDA approvggastewater,"18th, 19th, 20th or 21st edition, published by the

atevajuator for the same purpose. - AmericanPublic Health Association, the Americarai& Works

_ (4) EVALUATION PROCEDUREGENERAL. A proficiency evalua Associationand the Veiter Environment Federation.

tion unqer SUb(l) shall .be conducted accordlng to a. Stan.d.ar Note: Copies of “Standard Methods for tBexamination of Velter and \V&ste

evaluationprocedure which the department approves in writingyater' are on file with the departmeand the legislative reference bureau and may

An analyst is not required to complete a proficiency evaluation figr obtained from the "APHA Bookstore” at http://www.apha.org/media/

anytest unlesshe department has approved a standard evaluatfgi§nee-him ) )

procedurefor that test. A standarelvaluation procedure shall _(3) CULTUREMEDIA. Culture media for any test listed under s.

comply with applicable requirements under s{@), and shall ATCP 7702(3)Sha" be dEctively sterilized before they are used.

include standards for all of the following: Culturemedia shall be autoclaved for the total cycle time and ster
(a) The evaluatds preparatiomf proficiency evaluation sam |I|zg|t|c;n tl[me ?ﬁegﬁe% byttr:!e me(il_|a manufacturer or by the-appli

ples. cabletest method under this section.

. . .. . History: Cr. Registey Septemberl999, No. 525ef. 10-1-99;CR 07-006am.
(b) The analyst examination of proficiency evaluation sam2) (b) and (c)Register January 2008 No. 625. 2-1-08.

ples.
(c) Deadlines for examining proficiency evaluation samples ATCP 77.32 Water laboratory analysts. (1) OPERA-

andreporting test results. TOR TO DOCUMENT COMPETENCY. In every initial or renewal
(d) The evaluatos review and rating of the analysprofi applicationfor water laboratory certification, a laboratory opera
ciency. tor shall document that the analysts who perform each test under

s.ATCP 77.02 (3for which the laboratory seeks certification are
evaluationgfor the following tests under ATCP 77.02 (1shali fi)\r/%paer:g :\rglr;iic\il éobﬁﬁgfymthﬁtstesﬁhg?i&agrgcﬁgtr?éelﬁi:ﬁﬁt t%osle
testinclude at least the following number of samples: a 9 ples. Yy q
. certified by the department.
1. At least six but not more than 20 samples for standard plate

count, petrifilm aerobic count, plate loop count, or phosphatasg (2) DEPARTMENT TO AUDIT COMPETENCY. ~Wheneverthe
tests. epartmenperformsa mandatoryinspectionof a waterlabora

. tory under sATCP 77.14 (1)the departmerghall observe and
_ 2. At least eight but not more than 20 samplesdioect g, 31 atethe competency of at least one analyst who performs tests
microscopicsomatic cell counts, electronic somatic cell countgy,yers ATCP 77.02 (3for which the department is certifying the
drugresidue tests, or coliform tests , waterlaboratory The department shall use the United States envi
~ (b) To pass a proficiency evaluation under.a) which  ronmentalprotection agencyManual for the Certification of
involves6 to 10 samples, an analyst shall obtain no more than qrghoratoriesAnalyzing Drinking Water” Sth edition, to evaluate
unacceptablesample result. d pass a proficiency evaluationthe analysts competency
underpar (a) which involves 1 to 20 samples, an analystall Note: Copies of the “Manual for the Certificatiaf Laboratories Analyzing

obtainno more than 2 unacceptable sample results. Drinking Water” are on file with the department and the legislative reference bureau
. . . and may be obtained from the U.S. Environmental Protection Agehtiypatyose-
(c) In a proficiency evaluation for any of the following testsmite.epa.govinceipihom/nsCatalog.nsf/SearchPubs?Operdtariewed oniine at
asample result is unacceptable if it falls outside the statistical limtp:/www.epa.gov/safewater/labcert/pdfs/manual_labcert_2005.pdf

it tablished in FDA “Evaluation of Milk L ratories,” 1 History: Cr. Registey September1999, No. 525eff. 10-1-99;CR 07-006am.
s established A ajuation 0 aboratories,” 1995 (2), Register January 2008 No. 62%. 2-1-08.

(5) MILK TESTS; EVALUATION STANDARDS. (a) Proficiency

edition.
1. Standard plate count. ATCP 77.34 Water laboratories; proficiency evalua -
2. Petrifilm aerobic count. tion. (1) EVALUATION REQUIRED. Except as provideit sub.(4),
3. Plate loop count. the department may not issue or renew an opesatartification
4. Direct microscopic somatic cell count. to perform any test listed underASTCP 77.023) unless, within

theyear immediately preceding that certificatimnrenewal, the

5. Electronic somatic cell count. aboratory passes a proficiency evaluation for that test
(d) In a proficiency evaluation for a test, such as a drug resicJue yp P y '

or phosphatase test, in which sample test results are reportable 4€) FORMOFEVALUATION. In a laboratory proficiency evalua
positiveor negative, a sample resisitunacceptable if the analystt'on under sub(1), an operator shall assign an analyst to examine
fails to report the correct positive or negative result. samtpletqo;etﬁared byl an ?]pﬁrgvekd evalua}ort “?hder@)lbgrze

(e) In a proficiency evaluation for a coliform test, a sampl Oglsgt\il/)ho SXZ?nr?r?eesstﬁeasarﬁplggV\sIE:ﬂngec:an gr?z;/@sut WhE;) nor
resultis unacceptable if the analyst fails to report the Correr‘ﬁpally performs that test at the certified laboratofjheevaluator

result. - - ,
History: Cr. Register SeptemberL999, No. 525eff. 10-1-99:CR 07-006am. shall rate the operatts proficiency by comparing the analgst

(2) and (5) (e)Register January 2008 No. 628. 2-1-08. resultsto the known contents of the samples, and shall répse
resultsand ratings to the department. The reported results and rat
Subchapterlll — W ater Laboratories ingsare rebuttably presumed to be valid for purposes of this sec
tion.
ATCP 77.30 Water laboratories; procedures. (3) APPROVEDEVALUATOR. The state of \igconsin laboratory

(1) Test METHODS. An operator who performs any test listedf hygiene, or another evaluatapproved by the department in
unders.ATCP 77.02 (3shall perform that test accordingrieth  writing, shall be the evaluator in a proficiency evaluation under
odsspecified inapplicable reference materials under g@p.or  undersub.(1).
accordingto methods which the department approves in writing. (4) EvaLUATION PROCEDUREGENERAL. A proficiency evalua

(2) REFERENCEVATERIALS. An operator who performs any testtion under sub(1) shall be conducted according to a standard
listed under sSATCP 77.02 (3shall keep all of the following refer evaluationprocedure which the department approves in writing.
encematerials at the certified laboratory: An operator imot required to complete a proficiency evaluation
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ATCP 77.34 WISCONSINADMINISTRATIVE CODE 608

for any test unless the departmbas approved a standard evaluashall report the test results to the departmeithin 40 calendar
tion procedure for that tesh standard evaluation procedure shaltlays after the evaluator mails or delivers the samples under par

include standards for all the following: (a) to the operator For each sample testatie evaluator shall
(a) The evaluatds preparatiomf proficiency evaluation sam reportthe operatds test result for total coliform and fecal eoli
ples. form or E. coli, and shall indicate whether that test result is correct
(b) The operatos examination of proficiency evaluation samor incorrect.
ples. (c) To pass aroficiency evaluation under péa), an operator
(c) Deadlines for examining proficiency evaluation sampleshallreport the correct result on 90% of the samples tested, with
andreporting test results. no false negatives.
cie(ndc)yThe evaluatds review and rating of the operasprofi (6) FuLL CERTIFICATION. Thedepartment may fully certify an

operatorto perform a test if, in a proficien@valuation under this

~ (5) DRINKING WATER TESTS;EVALUATION PROCEDURES.Begint  section, the operator meets applicable performance standards
ning on July 1, 1999, standard evaluation procedures for tegidersubs(4) and(5).

unders.ATCP 77.02 (3shall include the following requirements:

‘ t(?) ’?‘f” operaté); Wh‘l) |s|(_afvaluatecé for Froglclllenn)testlgg;oi proficiencyevaluation under this section, an operator fails to meet
10 samples of at least 100 ml. each annuallye evaluatoshall 2PPicableperformance standards under sui.and (5), the
P : Esﬁpartmenshall issue a notice stating that the opetatmertifica

(7) PROVISIONAL CERTIFICATION; SUSPENSION. (&) If, in any

provide full volume samples, or the concentrate and diluen . o

neededo reconstitute the concentrates to full volume. Each safff” © perfor.m_ that test IS .prowsmnal. ) =

ple set shall include all of the following: . (b) A proy|5|ona[ly certified operator may regain full certifica
1. One to 4 samples of an aerogenic strain of Escherichia &N by meetingapplicable standards under su#$.and(5) on the

which, if properly tested according to methods undeARCP ~ Next2 consecutive proficiency evaluations.

77.30(1), will test positive for total and fecal coliform. (c) If a provisionally certified operator fails to meet applicable
2. One to 4 samples of Enterobacter sp. or attieroogan- performancestandards undeubs(4) and(5) on either of the next

isms which, if properly tested according to methods under 2.proficiency evaluations, the department shall summatily

ATCP 77.30 (1) will test positive for total coliform and negativependthe operatds certification to perform that test. THepart

for fecal coliform. mentmay fully restore the operatsrcertification if the operator
3. One to 4 samples of Pseudomonas sp. or other ngamor doesboth of the following:

isms which, if properly tested according to methods under s. 1 pocuments the stepghich the operator has taken to-cor
ATCP 77.30 (1) will test negative for total coliform and feaali-  rectthe performance deficiency

form. 2. Meets applicable performance standards under §dips.

4. One to 4 blank samples. _ and(5) on a new proficiency evaluation.
(b) An operator testing proficiency evaluation samples underHistory: Cr. Register September1999, No. 525eff. 10-1-99,CR 07-006am.
par.(a) shall report the test results to the evaluaidre evaluator (2), Register January 2008 No. 625. 2-1-08.
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